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DETAILED ACTION 

1a. A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1.17(e), was filed in this application after final rejection. 
Since this application is eligible for continued examination under 37 CFR 1.114, 
and the fee set forth in 37 CFR 1 . 1 7(e) has been timely paid, the finality of the 
previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
1 b. Applicants' arguments and information disclosure statement filed on 21 
July 2004 have been considered. Claims 1-33 have been cancelled. Claims 34- 
60 pending and under consideration. 
Claim Rejections - 35 U.S.C. § 101/112: 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture or 
composition of matter, or any new and useful improvement thereof, may obtain a patent 
therefor , subject to the conditions and requirements of this title. 

2a. Claims 34-60 stand rejected under 35 U.S.C. 101 , for reasons of record, 
set forth in the office actions mailed on 1 1/26/02 in Paper No;1 1 , pages 3-7, and 
21 August 2003, because the claimed invention is not supported by either a 
specific and substantial asserted utility or a well established utility. 

The instant claims 34-60 are directed to an isolated nucleic acid 
comprising the nucleotide sequence set forth in SEQ ID NO: 1 , and encoding the 
polypeptide of SEQ ID N0:2 . The nucleic acid of SEQ ID NO: I is described as 
being an isolated SIGIRR (single Ig IL-R related molecule), encoding the SIGIRR 
polypeptide of SEQ ID N0:2. The instant specification discloses that SIGIRR 
polypeptide is homologous to members of the IL-1 receptor family, sharing 26% 
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identity to IL-IR type 1 , 32% amino acid identity to IL-IR AcP, 35% amino acid 
identity with 1L-a J4.1-171 and 33% homologous with TIGIRR, (see page 9, lines 
5-10). The specification also states that although SIGIRR is homologous to IL-IR 
family, the N-terminal domain is predicted to function poorly as a signal peptide, 
(see page 9, lines 19-22). One asserted utility for claimed nucleic acid, is to be 
used to express the encoded protein. However, beyond disclosing that the 
human protein encoded by the claimed nucleic acid shares structural homology 
to known IL- 1 receptor family, the specification does not disclose the biological 
and functional properties of this protein. The specification provides exemplary 
binding assays (pages 34-36), however, there is no evidence that the SIGIRR 
protein encoded by the claimed nucleic acid has been tested in these assays, 
and if so, whether a binding partner has ever been identified for this protein. 
Furthermore, the members of the IL-1 family have diverse biological activities, 
therefore, being a member in this family, does not impart activities common to all 
of the members. 

The claimed invention is directed to a nucleic acid encoding a receptor 
that no function or biological significance was determined for, at the time the 
instant application was filed. There is little doubt that, after further 
characterization, and once the specific ligand, function and role of the SIGIRR of 
the instant invention is ascertained, it would have a specific, substantial and 
credible utility, however, further characterization is part of the invention and until 
it had been undertaken, the claimed invention is not supported by a specific 
asserted utility or a well established utility. Therefore, there is no specific and 
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substantial or well-established utility for the claimed nucleic acid. The fact that 
the protein encoded by the claimed nucleic acid might be a member of the IL-I 
receptor family is not enough to establish a specific and substantial utility or a 
well established utility for it. 

2b. Claims 34-60 are also rejected under 35 U.S.C. 1 12, first paragraph. 
Specifically, since the claimed invention is not supported by either a specific and 
substantial asserted utility or a well established utility for the reasons set forth 
above, one skilled in the art clearly would not know how to use the claimed 
invention. The instant specification only discloses a deduced amino acid 
sequence for the protein encoded by the claimed nucleic acid. It does not 
disclose an activity for it, does not disclose a ligand for it, and does not disclose 
the physiological role of the protein encoded by the claimed nucleic acid, 
therefore the skilled artisan would not know how to use the nucleic acid having 
nucleotide sequence set fol'th in SEQ ID No: I or the protein encoded by said 
nucleic acid. 

Should Applicants establish an activity for the polypeptide of SEQ ID N0:2 
encoded by the polynucleotide of SEQ ID NO: 1 , instant specification would still 
fail to adequately describe and enable an isolated nucleic acid that hybridizes to 
the nucleic acid of SEQ ID NO: 1 and encodes an amino aeid sequence that is at 
least 80% or 90% identical to amino acid 1- 1 1 8 of SEQ ID N0:2, or a nucleic 
acid comprising a DNA that is at least 80% or 90% to the polynucleotide of SEQ 
ID N0:1 , Applicants do not provide any guidance as to which of the myriad of 
polypeptide species that share 80% or 90% to the polypeptide of SEQ ID N0:2, 
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from amino acid residue 1 to 118, which are encoded by a polynucleotide that 
hybridizes to the claimed nucleic acid, will retain the characteristics of the 
polypeptide of SEQ ID N0:2, therefore, the claims broadly encompass a 
significant number inoperative species. The specification does not provide the 
requisite examples nor a representative number of different sequences that 
would allow the skilled artisan to produce a polynucleotide having at least 80% or 
90% sequence identity to SEQ ID N0:1, which encodes the polypeptide of SEQ 
ID N0:2, nor does the disclosure provide criteria that explicitly enable such 
critical features. There is no guidance in the specification as to how one of 
ordinary skill in the art would generate a polynucleotide or a polypeptide encoded 
thereby, other than that exemplified. 

In summary, the amount of experimentation required for one of ordinary 
skill in the art to use the claimed invention an isolated nucleic acid that hybridizes 
to the nucleic acid of SEQ ID N0:1 and encodes an amino acid sequence that is 
at.least 80% or 90% identical to amino acid 1-1 18 of SEQ ID N0:2, or a nucleic 
acid comprising a DNA that is at least 80% or 90 % to the polynucleotide of SEQ 
ID NO: 1 , would be undue. For example. Applicants do not teach which regions 
of the polypeptide of SEQ ID N0:2 can tolerate mutations, without affecting the 
activity of said polypeptide. Thus without information regarding which regions of 
the polypeptide of SEQ ID N0:2 are critical to a specific function, the full scope of 
the claimed invention is not enabled. To practice the instant invention in a 
manner consistent with the breadth of the claims would not require just a 
repetition of the work that is described in the instant application but a substantial 
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inventive contribution on the part of a practitioner which would involve the 
determination of those nucleotide sequences of the disclosed naturally-occuning 
nucleic acid, which are required for functional and structural integrity of the 
claimed nucleic acid. It is this additional characterization of the disclosed nucleic 
acid that is required in order to obtain the functional and structural data needed 
to permit one to produce a nucleic acid which meets both the structural and 
functional requirements of the instant claim that constitutes undue 
experimentation. 

Response to Applicants' arguments: 

Applicant present the following arguments regarding the rejection of 
claims 34-60 under 35 U.S.C. § 101/112. 

Applicants cite Example 10 of the USPTO Revised Interim Utility 
Guidelines, and argue that the fact pattern in the instant application is directly 
analogous to the fact pattern in Example 10. Applicants argue that SEQ ID N0:1 
of the instant invention is identified as having sequence homology with IL-1R and 
that the IL-1 R proteins were known in the art at the time the application was filed, 
applicants submit that the Examiner has not provided any evidence why the 
claimed invention lacks credible, specific and substantial utility. Applicants also 
submit numerous post filing references that allegedly corroborate that the utility 
of SIGIRR as IL-1R receptor is credible, substantial and specific utility. 
Applicants contend that Wald et al expressly confirms that SIGIRR is an IL-1 
receptor family member that negatively regulates immune responses. O'Neil et al 
also disclose that SIGGIR puts brakes on Toll-like receptors, while Mantovani et 
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al teach that TIR8/SIGIRR is decoy In the tuning of inflammatory cytokines and 
toll-like receptors. Thus, Applicants conclude that these references corporate that 
the claimed invention is an IL-1R. 

These arguments are not deemed persuasive. With respect to Applicants' 
first argument, although Applicants asserted that the protein of the instant 
invention might be a member of IL-1 R family, the biological role of this protein 
was never disclosed. The fact pattern of the instant invention differs from that of 
Example 10 of the USPTO Revised Interim Utility Guidelines, because the 
members of the IL-1 family have diverse biological activities, therefore, being a 
member of this family, does not impart activities common to all of the members. 
Whereas a broad class of enzyme such as the ligases have a general utility in 
such an application as ligation of DNA for cloning purposes which is essentially 
applicable to all of the members of that class. Since the specific biological role of 
the claimed invention has not been disclosed, the claimed invention does not 
have a well established. According to the USPTO Revised Interim Utility 
Guidelines. A well established utility is a specific, substantial and credible utility 
which is well known, immediately apparent or implied by the specification's 
disclosure of the properties of a material, alone or taken with the knowledge of 
one skilled in the art. In the instant case, one of ordinary skill in the art would not 
have known how to use the protein of instant invention, simply, because it might 
be a member of the IL-1 R family. 

The post filing date references cited by Applicants cannot be relied upon 
to establish a specific and substantial utility, because the instant specification 
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never asserted that the protein of the instant invention regulates the immune 
system negatively. The specification states that although SIGIRR is homologous 
to IL-IR family, the N-terminal domain is predicted to function poorly as a signal 
peptide, (see page 9, lines 19-22). The specification also discloses that the 
extracellular portion of SIGIRR polypeptide is unlikely to bind to IL-I family ligand, 
since it has a single Ig domain rather than the typical three Ig domains. Thus the 
specification did not disclose a function or role for the protein of the instant 
invention. However, all of the post-filing date references cited by the Applicants, 
disclose that the SIGGIR protein is a negative regulator of the IL-1 and TLR 
signaling, although, this was never asserted by the Applicants. One of ordinary 
sl<ill in the art would not have known how to use the protein of the instant 
invention at the time the instant application was filed. The protein of the instant 
invention needed further characterization, to determine its function and its 
biological significance, so that it would have a specific, substantial and credible 
utility, however, further characterization is part of the invention and until it had 
been undertaken, the claimed invention is not supported by a specific asserted 
utility or a well established utility. 

Claim Rejections - 35 U.S.C. §112, second paragraph: 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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4. Claims 59-60 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

4a. Claim 59 recites the acronym "TIGIRRI", which renders the claim unclear, 
because it is unclear what the acronym stands for, and more than one protein 
can be known for the same acronym. 

In the response filed on 27 May 2003, Applicant argued that the acronym 
TIGIRR is in fact the proper name for the subject nucleic acids and polypeptides, 
and that Applicant is entitled to name any novel sequence he sees fit, and that 
includes using a name that arose from an acronym. Since there is no other 
sequence known to Applicant's representative with the same name as TIGIRR, 

and since the name TIGIRR has been accepted by the scientific community as 

properly denoting the sequences shown in SEQ ID Nos:l and 2. 

Although Applicant is entitled to be his own lexicographic, however, it is 

confusing whether the protein of the instant invention is known as "SIGIRR" or 

"TIGIRR". The instant specification refers the polypeptide of the instant invention 

as "SIGIRR" and the post filing references filed by Applicant also identify this 

protein as "SIGIRR". Clarification is required. 

Conclusion : 

4. No claim is allowed. 

Advisory Information: 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Fozia M Hamud whose telephone number is 
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(571) 272-0884. The examiner can normally be reached on Monday, Thursday- 
Friday, 6:00 am to 4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Brenda G Brumback can be reached on (571) 272-0961 . 
The fax phone number for the organization where this application or proceeding 
is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

Fozia Hamud 
Patent Examiner 
Art Unit 1647 
20August 2004 




